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DETAILED ACTION 

This office action is in response to applicant's communication of 1 1/21/2008. 
Currently elected amended claims 43-50, 52, 54-61 and 72-73 are pending and rejected 
below. 

Response to Arguments 

Applicant's arguments, see remarks filed 1 1/21/2008, with respect to the 
objection over the term "T-tag" and claim 52 have been fully considered and are 
persuasive. The objection of claim 52 has been withdrawn. 

Applicant's arguments filed 11/21/2008 concerning the 103 rejections 
below have been fully considered but they are not persuasive. Applicant's argue that a 
Prima Facie case of obviousness since the spikes have the same configuration when 
passing through the luminal wall compared with after passing through the luminal wall 
(see Thompson declaration at para 6). And that this statement in the Thompson 
Declaration is evidence why the tissue anchors cannot be a tissue anchor "configured to 
have a transversely reduced configuration for passing transmurally through the 
attachment site and a transversely enlarged configuration after passing transmurally 
through the attachment site... " as in claim 43. Examiner is of the position that the 
spikes do have "the same configuration when passing through the luminal wall 
compared with after passing through the luminal wall" and also this configuration would 
have a transversely reduced configuration for passing transmurally through the 
attachment site and a transversely enlarged configuration after passing transmurally 
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through the attachment site. The "configuration" of the device doesn't change rather the 
anchor has a transversally reduced configuration going in and transversally enlarged 
configuration going out. Further it has been held that the recitation that an element is 
"configured for" to perform a function is not a positive limitation but only requires the 
ability to so perform. It does not constitute a limitation in a patentable sense. 

Applicant's further argue that one of ordinary skill would have no reason to 
combine and modify the references (applicant's position that Gannoe doesn't intent or 
disclose there specific attachment). Examiner is of the position that as long as some 
motivation or suggestion to combine the references is provided by the prior art taken as 
a whole, the law does not require that the references be combined for the reasons 
contemplated by the inventor. Clearly Taylor discloses solving the attachment problem 
(see rejection below). Evidence of non-obviousness must be given consideration, but 
does not mandate a conclusion of non-obviousness. While there must be some 
teaching, reason, suggestion, or motivation that the references be combined to arrive at 
the claimed invention, there is no requirement that the references explicitly suggest the 
combination. The suggestion or motivation to combine the rreferences or teaching can 
derive solely from the existence of a teaching, which one of ordinary skill in the art 
would be presumed to know, and the use of that skill in the art would be presumed to 
know, and the use of that teaching to solve the same or similar problem which it 
addresses. 

In this case both Gannoe and Bessler are not used to teach attaching tissue 
anchors configured to have a transversely reduced configuration for passing 
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transmurally through the attachment site, and a transversely enlarged configuration 
after passing transmurally through the attachment site wherein the distal end of the 
tissue anchor includes a proximally facing surface which rests against a serosal surface. 
Taylor teaches that it is known to use attaching tissue anchors configured to have a 
transversely reduced configuration for passing transmurally through the attachment site, 
and a transversely enlarged configuration after passing transmurally through the 
attachment site wherein the distal end of the tissue anchor includes a proximally facing 
surface which rests against a serosal surface, 

The elements and methods disclosed in the prior art of record are fully capable of 
satisfying all structural, functional, spatial, and operational limitations in the amended 
claims, as currently written, and the rejection is made and proper. See rejection 
discussion below. 

Claim Rejections - 35 USC § 103 (2 nd time) 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 



Application/Control Number: 10/698,148 Page 5 

Art Unit: 3767 

were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 43-50, 52, 54-61 and 72-73 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bessler (U.S. Application Number 2004/0039452 A1) in view of 
Taylor (U.S. Patent 6,254,642). 

Bessler discloses an endoscopic gastric bypass device and methods (figures 1- 
4). Bessler discloses a method for treating obesity with the steps of providing a gastric 
sleeve (figure 4) with a proximal end (42), distal end (44), and lumen extending 
threrethrough (40), transesophageal^ advancing the sleeve adjacent an attachment site 
near the gastroesophageal junction (near 60), advancing the proximal end through the 
stomach and into the intestines or beyond, and attaching the proximal end at the 
attachment site to deliver food from the esophagus directly into the intestine (see 
paragraphs [001 2]-[0027]). Bessler discloses a support tissue anchor tubular cuff, at 
the site of attachment, (42), and extending the sleeve (40) distally of duodenum or 
beyond (paragraph [0020]. Further Bessler discloses that the length of the tube sleeve 
could be up to 250cm or beyond in length [0020] and permanently attached to the cuff. 
The Bessler device is fully capable of being sufficiently flexible that the material 
traveling through the sleeve is influenced by the natural operation of the pyloris. 
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Bessler discloses the claimed invention except for the attaching tissue anchors 
configured to have a transversely reduced configuration for passing transmurally 
through the attachment site, and a transversely enlarged configuration after passing 
transmurally through the attachment site wherein the distal end of the tissue anchor 
includes a proximally facing surface which rests against a serosal surface. Taylor 
teaches that it is known to use attaching tissue anchors configured to have a 
transversely reduced configuration for passing transmurally through the attachment site, 
and a transversely enlarged configuration after passing transmurally through the 
attachment site wherein the distal end of the tissue anchor includes a proximally facing 
surface which rests against a serosal surface, (as set forth in paragraphs at columns 7- 
9, and shown in figures 6a-6E) to provide an efficient low profile anchoring system with 
a size that resists cutting or tearing of tissue. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the method as 
taught by Bessler with a transversally reduced/enlarged configured tissue anchors 
wherein the distal end of the tissue anchor includes a proximally facing surface which 
rests against a serosal surface as taught by Taylor, since such a modification would 
provide the method with a transversally reduced/enlarged configured tissue anchors 
wherein the distal end of the tissue anchor includes a proximally facing surface which 
rests against a serosal surface for providing an efficient low profile anchoring system 
with a size that resists cutting or tearing of tissue (column 1 1 lines 14-25). Concerning 
the claim language of "without creating a serosal to serosal bond" it is examiners 
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position that the type of attachment depicted in figures 6a-6e would not create a serosal 
to serosal bond. 

Claims 43-50, 52, 54-61 and 72-73 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gannoe et al. (U.S. Application Number 2004/0082963 A1) in view of 
Taylor (U.S. Patent 6,254,642). 

Gannoe discloses a method and device for use in endoscopic organ procedures. 
Gannoe discloses a method for treating obesity and providing a lengthy sleeve and 
support tissue anchor with a temp or permanent cuff by suture transesophageal^ to an 
attachment site near the gastroesophageal junction, with a proximal and distal ends, 
where the distal end can extend into the intestines or beyond (See paragraph [0035]). 
The attachment site support may be implanted with or without the sleeve (see figure 5A- 
5E, specifically 5E). The Gannoe device is fully capable of being sufficiently flexible that 
the material traveling through the sleeve is influenced by the natural operation of the 
pyloris. 

Gannoe discloses the claimed invention except for the attaching tissue anchors 
configured to have a transversely reduced configuration for passing transmurally 
through the attachment site, and a transversely enlarged configuration after passing 
transmurally through the attachment site wherein the distal end of the tissue anchor 
includes a proximally facing surface which rests against a serosal surface. Taylor 
teaches that it is known to use attaching tissue anchors configured to have a 
transversely reduced configuration for passing transmurally through the attachment site, 
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and a transversely enlarged configuration after passing transmurally through the 
attachment site wherein the distal end of the tissue anchor includes a proximally facing 
surface which rests against a serosal surface, (as set forth in paragraphs at columns 7- 
9, and shown in figures 6a-6E) to provide an efficient low profile anchoring system with 
a size that resists cutting or tearing of tissue. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the method as 
taught by Gannoe with a transversally reduced/enlarged configured tissue anchors 
wherein the distal end of the tissue anchor includes a proximally facing surface which 
rests against a serosal surface as taught by Taylor, since such a modification would 
provide the method with a transversally reduced/enlarged configured tissue anchors 
wherein the distal end of the tissue anchor includes a proximally facing surface which 
rests against a serosal surface for providing an efficient low profile anchoring system 
with a size that resists cutting or tearing of tissue (column 1 1 lines 14-25). 

Claims 52 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bessler in view of Taylor or Gannoe in view of Taylor. Both references disclose the 
method claimed except for the specifics of the tissue anchor. Both Bessler in view of 
Taylor or Gannoe in view of Taylor discloses the claimed invention except for 
transmurally implanting a "T-tag" to attach the cuff. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to transmurally 
implanting a "T-tag" to attach a cuff, since it has been held to be within the general skill 
of a worker in the art to select a known material on the basis of its suitability for the 



Application/Control Number: 10/698,148 Page 9 

Art Unit: 3767 

intended use as a matter of obvious design choice. In re Leshin, 227 F.2d 197, 125 
USPQ 416 (CCPA 1960). The use of the "T-tag" is simply a preferred type of fastener, 
Gannoe specifically teaches using staples or sutures to attach to a site. It would have 
been obvious to use a "T-tag" as a preferred type of fastener to securely attach the cuff 
to the site. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to whose telephone number is (571 )272-71 80. The 
examiner can normally be reached on Monday through Friday, 8:30 a.m. to 4:30 p.m. 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Phillip Gray/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



